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Preface

This Standard was prepared by the Australian members of the Joint Standards Australia/Standards 
New Zealand Committee HE-003 , Medical Electrical Equipment,  to supersede AS/NZS 3200.2 . 30:2001, 
Medical electrical equipment,  Part 2. 30: Particular requirements for safety — Automatic cycling non-
invasive blood pressure monitoring equipment (IEC 60601-2-30:1999,  MOD).

After consultation with stakeholders in both countries,  Standards Australia and Standards New 
Zealand decided to develop this Standard as an Australian Standard rather than an Australian/New 
Zealand Standard.

The obj ective of this Standard is  to specify basic safety and essential performance requirements for 
automated sphygmomanometers,  including requirements for the accuracy of a determination.  This 
document covers automatic electrically-powered equipment used for the intermittent and indirect 
estimation,  by means of an inflatable cuff,  of the blood pressure.  It is  also applicable to blood pressure 
monitors for the home healthcare environment.

This particular standard amends and supplements the general standard IEC 60601.1,  Medical electrical 
equipment — Part 1: General requirements for basic safety and essential performance.

This Standard is  an adoption with national modifications,  and has been reproduced from, 
IEC 80601‑2‑30:2018 (ED.  2 .0) ,  Medical electrical equipment — Part 2-30: Particular requirements for the 
basic safety and essential performance of automated non-invasive sphygmomanometers.  The modifications 
are additional requirements,  which have been added at the end of the source text.

Appendix ZZ  lists  the variations to IEC 80601‑2‑30:2018 for the application of this Standard in Australia.

As this document has been reproduced from an International Standard, the following applies:

(a)  In the source text “this part of the 80601  International Standard” should read “this Australian”.

(b)  A full point substitutes for a comma when referring to a decimal marker.

Australian or Australian/New Zealand Standards that are identical adoptions of international 
normative references may be used interchangeably.  Refer to the online catalogue for information on 
specific Standards.

The term “normative” and “informative” are used in Standards to define the application of the 
appendices or annexes to which they apply.  A “normative” appendix or annex is  an integral part of a 
Standard, whereas an “informative” appendix or annex is  only information and guidance.

iiAS 80601.2.30:2018

© Standards Australia Limited 2018
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I N TE RN ATI O N AL E L E CTRO TE CH N I CAL  CO M M I S S I O N  

____________ 

 
MEDICAL ELECTRICAL EQUIPMENT –  

 
Part 2-30:  Particular requirements  for the  basic safety  
and  essential  performance of automated  non-invasive 

sphygmomanometers  
 

F ORE WO RD  

1 )  Th e  I n te rn a ti o n a l  E l e ctro te ch n i ca l  C om m i s s i o n  ( I E C )  i s  a  wo rl d wi d e  org a n i z a ti o n  for s ta n d a rd i z a ti on  co m p ri s i n g  
a l l  n a ti on a l  e l e ctro te ch n i ca l  com m i tte e s  ( I E C  N a ti o n a l  C o m m i tte e s ) .  Th e  o b j e ct  of I E C  i s  to  p ro m o te  
i n te rn a ti o n a l  co -op e ra ti on  o n  a l l  q u e s ti on s  co n ce rn i n g  s ta n d a rd i za ti on  i n  th e  e l e ctri ca l  a n d  e l e ctro n i c  fi e l d s .  To  
th i s  e n d  a n d  i n  a d d i ti o n  to  oth e r a cti vi ti e s ,  I E C  p u b l i s h e s  I n te rn a ti o n a l  S ta n d a rd s ,  Te ch n i ca l  S p e ci fi ca ti on s ,  
Te ch n i ca l  Re p orts ,  P u b l i cl y Ava i l a b l e  S p e ci fi ca ti o n s  ( P AS )  a n d  G u i d e s  ( h e re a fte r re fe rre d  to  a s  " I E C 
P u b l i ca ti o n ( s ) " ).  T h e i r p re p a ra ti o n  i s  e n tru s te d  to  te ch n i ca l  co m m i tte e s ;  a n y I E C N a ti o n a l  C o m m i tte e  i n te re s te d  
i n  th e  s u b j e ct  d e a l t  wi th  m a y p a rti ci p a te  i n  th i s  p re p a ra tory wo rk.  I n te rn a ti o n a l ,  g o ve rn m e n ta l  a n d  n o n -
g o ve rn m e n ta l  o rg a n i za ti on s  l i a i s i n g  wi th  th e  I E C a l s o  p a rti ci p a te  i n  th i s  p re p a ra ti on .  I E C  co l l a b o ra te s  cl os e l y 
wi th  th e  I n te rn a ti o n a l  O rg a n i za ti o n  fo r S ta n d a rd i za ti o n  ( I S O )  i n  a ccord a n ce  wi th  co n d i t i o n s  d e te rm i n e d  b y 
a g re e m e n t  b e twe e n  th e  two o rg a n i za ti o n s .  

2 )  Th e  fo rm a l  d e ci s i o n s  or a g re e m e n ts  o f I E C  o n  te ch n i ca l  m a tte rs  e xp re s s ,  a s  n e a rl y a s  p os s i b l e ,  a n  i n te rn a ti o n a l  
co n s e n s u s  of op i n i on  o n  th e  re l e va n t s u b j e cts  s i n ce  e a ch  te ch n i ca l  co m m i tte e  h a s  re p re s e n ta ti o n  fro m  a l l  
i n te re s te d  I E C  N a ti o n a l  C o m m i tte e s .   

3 )  I E C P u b l i ca ti o n s  h a ve  th e  fo rm  o f re co m m e n d a ti o n s  fo r i n te rn a ti o n a l  u s e  a n d  a re  a cce p te d  b y  I E C  N a ti o n a l  
Co m m i tte e s  i n  th a t  s e n s e .  W h i l e  a l l  re a s o n a b l e  e ffo rts  a re  m a d e  to  e n s u re  th a t  th e  te ch n i ca l  co n te n t  of I E C  
P u b l i ca ti o n s  i s  a ccu ra te ,  I E C  ca n n o t b e  h e l d  re s p o n s i b l e  fo r th e  wa y i n  wh i ch  th e y a re  u s e d  o r fo r a n y 
m i s i n te rp re ta ti o n  b y a n y e n d  u s e r.  

4 )  I n  o rd e r to  p rom ote  i n te rn a ti o n a l  u n i fo rm i ty,  I E C N a ti on a l  C o m m i tte e s  u n d e rta ke  to  a p p l y I E C P u b l i ca ti o n s  
tra n s p a re n tl y to  th e  m a xi m u m  e xte n t p os s i b l e  i n  th e i r n a ti on a l  a n d  re g i o n a l  p u b l i ca ti o n s .  An y d i ve rg e n ce  
b e twe e n  a n y I E C  P u b l i ca ti on  a n d  th e  co rre s p o n d i n g  n a ti o n a l  o r re g i on a l  p u b l i ca ti o n  s h a l l  b e  cl e a rl y i n d i ca te d  i n  
th e  l a tte r.  

5 )  I E C i ts e l f d o e s  n ot  p ro vi d e  a n y a tte s ta ti on  o f co n form i ty.  I n d e p e n d e n t  ce rti fi ca ti o n  b od i e s  p ro vi d e  con fo rm i ty 
a s s e s sm e n t s e rvi ce s  a n d ,  i n  s om e  a re a s ,  a cce s s  to  I E C  m a rks  o f con fo rm i ty.  I E C i s  n o t  re s p on s i b l e  fo r a n y 
s e rvi ce s  ca rri e d  o u t  b y i n d e p e n d e n t  ce rti fi ca ti o n  b o d i e s .  

6 )  Al l  u s e rs  s h o u l d  e n s u re  th a t  th e y h a ve  th e  l a te s t  e d i ti o n  of th i s  p u b l i ca ti o n .  

7 )  N o  l i a b i l i ty s h a l l  a tta ch  to  I E C  or i ts  d i re cto rs ,  e m p l oye e s ,  s e rva n ts  o r a g e n ts  i n cl u d i n g  i n d i vi d u a l  e xp e rts  a n d  
m em b e rs  o f i ts  te ch n i ca l  com m i tte e s  a n d  I E C  N a ti o n a l  C o m m i tte e s  for a n y p e rs on a l  i n j u ry,  p ro p e rty  d a m a g e  o r 
o th e r d a m a g e  of a n y n a tu re  wh a ts o e ve r,  wh e th e r d i re ct  or i n d i re ct,  o r fo r cos ts  ( i n cl u d i n g  l e g a l  fe e s )  a n d  
e xp e n s e s  a ri s i n g  o u t  o f th e  p u b l i c a ti on ,  u s e  of,  or re l i a n ce  u p o n ,  th i s  I E C  P u b l i ca ti o n  o r a n y o th e r I E C  
P u b l i ca ti o n s .   

8 )  Atte n ti o n  i s  d ra wn  to  th e  N o rm a ti ve  re fe re n ce s  ci te d  i n  th i s  p u b l i ca ti o n .  U s e  of th e  re fe re n ce d  p u b l i c a ti on s  i s  
i n d i s p e n s a b l e  fo r th e  co rre ct a p p l i ca ti o n  of th i s  p u b l i ca ti o n .  

9 )  Atte n ti o n  i s  d ra wn  to  th e  p o s s i b i l i ty th a t  s o m e  of th e  e l e m e n ts  of th i s  I E C  P u b l i ca ti o n  m a y b e  th e  s u b j e ct  o f 
p a te n t ri g h ts .  I E C  s h a l l  n ot  b e  h e l d  re s p on s i b l e  fo r i d e n ti fyi n g  a n y or a l l  s u ch  p a te n t ri g h ts .  

I n tern ati on a l  s ta n d a rd  I E C  8 0 6 0 1 - 2 - 3 0  h a s  b e e n  pre p ared  b y a  J o i n t  W orki n g  G ro u p  of 
s u bcom m i tte e  6 2 D :  E l e ctrom ed i ca l  eq u i pm e n t,  of I E C  tech n i cal  com m i tte e  6 2 :  E l e ctri ca l  
eq u i pm e n t i n  m e d i ca l  p racti ce,  a n d  of s u bcom m i tte e  S C 3 :  L u n g  ve n ti l ators  an d  re l a te d  
eq u i pm e n t,  of I S O  tech n i ca l  com m i ttee  1 2 1 :  An a e s th eti c  a n d  res pi ra tory e q u i p m en t.  

Th i s  s eco n d  ed i ti o n  can ce l s  a n d  re p l aces  th e  fi rs t e d i ti o n  pu b l i s h e d  i n  2 0 0 9  a n d  
Am e n d m en t 1 : 2 0 1 3 .  Th i s  e d i ti on  con s ti tu tes  a  tech n i ca l  re vi s i o n .   

Th i s  ed i ti o n  i n cl u d es  th e  fol l o wi n g  s i g n i fi ca n t te ch n i ca l  ch a n g es  wi th  res p ect to  th e  pre vi o u s  
ed i ti o n :  
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a)  a l i g n m e n t wi th  I E C  6 0 6 0 1 -1 : 2 0 0 5/AM D 1 : 2 0 1 2  an d  I E C  6 0 6 0 1 - 1 - 8 : 2 0 0 6 /AM D 1 : 2 0 1 2  [1 ] 1 ,  
an d  wi th  I E C  6 0 6 0 1 - 1 - 2 : 2 0 1 4  a n d  I E C  6 0 6 0 1 -1 - 1 1 : 2 0 1 5 ;  

b)  referen ci n g  I E C 6 0 6 0 1 - 1 - 1 0 : 2 0 0 7  an d  I E C  6 0 6 0 1 - 1 -1 2 ;  

c)  ch a n g i n g  a n  O P E RATO R-a cces s i b l e  C U F F -s p h yg m om an om ete r co n n ector from  n ot 
com p ati b l e  wi th  th e  I S O  59 4  s eri es  to  com pati b l e  wi th  th e  I S O  8 0 3 6 9  s e ri e s ;  

d )  ad d ed  ad d i ti on a l  re q u i re m en ts  for pu b l i c s e l f-u s e  s ph yg m om a n om eters ;  

e )  ad d ed  a  l i s t  of P RI M ARY O P E RATI N G  F U N C TI O N S .  

Th i s  p u b l i ca ti on  i s  pu b l i s h e d  as  a  d o u bl e  l o g o  s ta n d ard .  

Th e  text of th i s  d ocu m e n t i s  b as e d  on  th e  fo l l o wi n g  d ocu m en ts  of I E C :  

F D I S  Re p ort  o n  voti n g  

6 2 D /1 5 4 8 /F D I S  6 2 D /1 5 6 0 /RVD  

 
F u l l  i n form ati o n  o n  th e  voti n g  for th e  a ppro va l  of th i s  d ocu m e n t can  be  fo u n d  i n  th e  re port  o n  
voti n g  i n d i ca te d  i n  th e  ab o ve  tab l e.  I n  I S O ,  th e  s ta n d ard  h a s  b ee n  a ppro ve d  b y 1 4  P  m em bers  
ou t of 1 5  h a vi n g  ca s t  a  vote.  

Th i s  p u b l i cati on  h a s  b e e n  d rafte d  i n  a ccord a n ce wi th  th e  I S O /I E C  D i recti ve s ,  Part 2 .  

I n  th i s  d ocu m en t,  th e  fo l l o wi n g  pri n t typ e s  are  u s e d :  

– req u i rem e n ts  a n d  d efi n i ti on s :  rom a n  typ e ;  

– test specifications: italic type;  

– i n form a ti ve  m a te ri a l  a p p e a ri n g  ou ts i d e  of ta b l e s ,  s u ch  a s  n ote s ,  e xa m p l e s  a n d  re fe re n ce s :  i n  s m a l l e r typ e .  

N orm a ti ve  te xt  of ta b l e s  i s  a l s o  i n  a  s m a l l e r typ e ;  

–  TE RM S  D E F I N E D  I N  C LAU S E  3  O F  TH E  G E N E RAL  S TAN D ARD ,  I N  TH I S  P ARTI C U LAR S TAN D ARD  O R AS  

N O TE D :  S M AL L  C AP I TAL S .  

I n  re ferri n g  to  th e  s tru ctu re  of th i s  d ocu m e n t,  th e  te rm  

– "cl a u s e "  m ea n s  o n e  of th e  s e ven te e n  n u m b ere d  d i vi s i on s  wi th i n  th e  ta b l e  of co n te n ts ,  
i n cl u s i ve  of a l l  s u b d i vi s i o n s  ( e. g .  C l a u s e  7  i n cl u d e s  s u bcl a u s es  7 . 1 ,  7 . 2 ,  etc. ) ;  

–  "s u b cl au s e "  m ea n s  a  n u m bere d  s u b d i vi s i o n  of a  cl au s e  ( e. g .  7 . 1 ,  7 . 2  a n d  7 . 2 . 1  are  a l l  
s u bcl a u s es  of C l a u s e  7).  

Refe re n ces  to  cl au s es  wi th i n  th i s  d ocu m en t  are  p rece d e d  b y th e  te rm  " C l au s e "  fo l l o we d  b y 
th e  cl au s e  n u m ber.  Refe ren ces  to  s u bcl au s es  wi th i n  th i s  p arti cu l a r s ta n d a rd  are  b y n u m b er 
on l y.  

I n  th i s  d ocu m e n t,  th e  con j u n cti ve  " or"  i s  u s ed  as  a n  " i n cl u s i ve  or"  s o  a  s ta tem en t i s  tru e  i f an y 
com b i n a ti o n  of th e  co n d i ti on s  i s  tru e.  

Th e  verba l  form s  u s e d  i n  th i s  d ocu m e n t con form  to  u s a g e  d es cri b e d  i n  C l a u s e  7  of th e  
I S O /I E C  D i re cti ves ,  Part 2 .  F or th e  p u rpos es  of th i s  d ocu m e n t,  th e  a u xi l i a ry verb:  

– "s h a l l "  m e a n s  th a t com p l i a n ce  wi th  a  re q u i rem en t or a  tes t i s  m an d a tory for com p l i a n ce  
wi th  th i s  d ocu m en t;  

– "s h o u l d "  m e an s  th a t com pl i a n ce  wi th  a  req u i re m en t or a  tes t  i s  recom m en d e d  b u t i s  n ot 
m a n d a tory for com pl i a n ce  wi th  th i s  d ocu m en t;  

_____________ 

1  F i g u re s  i n  s q u a re  b ra cke ts  re fe r to  th e  B i b l i o g ra p h y.   
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– "may"  i s  used  to  describe  a  perm issib le  way to  ach ieve  compl iance  wi th  a  requ i rement or 
test.  

An  asterisk (*)  as  the  fi rst character of a  ti t le  or at  the  beg inn ing  of a  paragraph  or table  ti tle  
i nd icates  that there  is  gu idance  or rationale  re lated  to  that i tem  in  Annex AA.  

A l i st  of a l l  parts  of the  80601  I n ternational  s tandard ,  publ ished  under the  general  t i t l e  Medical 
electrical equipment,  can  be  found  on  the  I EC  websi te.  

The  committee  has  decided  that the  con ten ts  of th is  publ ication  wi l l  remain  unchanged  un ti l  
the  stabi l i ty date  i nd icated  on  the  I EC  websi te  under "h ttp: //webstore. iec.ch "  i n  the  data  
re lated  to  the  speci fic  publ ication .  At  th is  date,  the  publ ication  wi l l  be   

•  reconfi rmed ,  

•  wi thdrawn ,  

•  replaced  by a  revised  ed i ti on ,  or 

•  amended .  

 

NOTE  The  atten ti on  of users  of th i s  d ocument  i s  d rawn  to  the  fact  that  equ i pment  manufacturers  and  testi ng  
organ i zati ons  may need  a  trans i ti onal  peri od  fol l owing  pub l i cation  of a  new,  amended  or revi sed  I EC publ i cation  i n  
wh ich  to  make  products  i n  accordance  wi th  the  new requ i rements  and  to  equ ip  themselves  for conducti ng  new or 
revi sed  tests .  I t  i s  the  recommendation  of the  commi ttees  that  the  content  of th i s  publ i cati on  be  adopted  for 
implementation  nati onal l y not  earl i er than  3  years  from  the  date  of publ i cation .  
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I NTRODUCTION  

The  m in imum  safety requ i rements  speci fied  i n  th is  particu lar standard  are  cons idered  to  
provide  for a  practical  degree  of safety i n  the  operation  of an  AUTOMATED SPHYGMOMANOMETER.  

The  requ irements  are  fol l owed  by speci fications  for the  re levant tests .  

Fol lowing  the  decis ion  taken  by subcommittee  62D  at  the  meeting  i n  Wash ington  DC  i n  1 979,  
a  "General  gu idance  and  rationale"  section  g i ving  some explanatory notes,  where  appropriate,  
about the  more  importan t requ i rements  is  incl uded  i n  Annex AA.  I t  i s  cons idered  that 
knowledge  of the  reasons  for these  requ irements  wi l l  not on l y faci l i tate  the  proper appl ication  
of the  s tandard  bu t wi l l ,  i n  d ue  course,  exped i te  any revis ion  necessi tated  by changes  in  
cl in ical  practice  or as  a  resu l t  of devel opments  i n  technology.  However,  the  Annex AA does  
not form  part of the  requ i rements  of th is  document.  
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MEDICAL ELECTRICAL EQUIPMENT –  
 

Part 2-30:  Particular requirements  for the basic safety and  essential  
performance of automated  non-invasive sphygmomanometers  

 
 
 

201 .1  Scope,  object and  related  standards  

Cl a u s e  1  of th e  g e n era l  s ta n d ard 2  a p p l i e s ,  exce p t a s  fo l l o ws :  

201 .1 . 1  Scope  

Replacement:  

Th i s  p art  of th e  8 0 6 0 1  I n tern ati on a l  S ta n d ard  a pp l i es  to  th e  B AS I C  S AF E TY  a n d  E S S E N TI AL 

P E RF O RM AN CE  of AU T O M ATE D  S P H YG M O M AN O M E TE RS ,  h ereafter refe rred  to  as  M E  E Q U I P M E N T ,  
wh i ch  b y m e an s  of a n  i n fl a ta b l e  C U F F ,  are  u s e d  for n on -co n ti n u o u s  i n d i re ct es ti m ati o n  of th e  
B L O O D  P RE S S U RE  wi th o u t arteri al  p u n ctu re.  

N O TE  1  E q u i p m e n t  th a t  p e rform s  i n d i re ct  D E TE R M I N ATI O N  o f th e  B L O O D  P RE S S U RE  wi th ou t  a rte ri a l  p u n ctu re  d o e s  
n o t  d i re ctl y m e a s u re  th e  B L O O D  P R E S S U RE .  I t  o n l y e s ti m a te s  th e  B L O O D  P RE S S U R E .   

Th i s  d ocu m en t s p e ci fi es  re q u i rem en ts  for th e  B AS I C  S AF E TY  a n d  E S S E N TI AL P E RF O RM AN C E  for 
th i s  M E  E Q U I P M E N T  a n d  i ts  AC CE S S O RI E S ,  i n cl u d i n g  th e  req u i re m e n ts  for th e  accu racy of a  
D E TE RM I N ATI O N .  

Th i s  d ocu m en t co vers  a u tom a ti c el ectri ca l l y- po were d  M E  E Q U I P M E N T  u s ed  for th e  i n term i tte n t,  
i n d i rect es ti m ati o n  of th e  B L O O D  P RE S S U RE  wi th ou t arteri a l  p u n ctu re ,  i n cl u d i n g  B LO O D  

P RE S S U RE  m on i tors  for th e  H O M E  H E ALTH C ARE  E N VI RO N M E N T .   

Re q u i rem en ts  for i n d i re ct es ti m ati on  of th e  B L O O D  P RE S S U RE  wi th o u t  arteri a l  p u n ctu re  
M E  E Q U I P M E N T  wi th  a n  e l e ctri cal l y- p o we red  P RE S S U RE  TRAN S D U CE R  a n d /o r d i s p l a ys  u s e d  i n  
con j u n cti on  wi th  a  s teth os co p e o r o th er m an u a l  m eth o d s  for d eterm i n i n g  B L O O D  P RE S S U RE  
( N O N - AU TO M ATE D  S P H YG M O M AN O M E TE RS )  are  s peci fi ed  i n  d ocu m en t I S O  8 1 0 6 0 - 1  [2 ] .  

I f a  cl a u s e  or s u bcl a u s e  i s  s p e ci fi cal l y i n ten d ed  to  b e  a pp l i cab l e  to  M E  E Q U I P M E N T  on l y,  or to  
M E  S YS TE M S  o n l y,  th e  ti tl e  a n d  co n te n t of th at cl a u s e  or s u bcl a u s e  wi l l  s a y s o.  I f th a t i s  n ot th e  
cas e ,  th e  cl a u s e  or s u b cl au s e  a p p l i es  b oth  to  M E  E Q U I P M E N T  an d  to  M E  S YS T E M S ,  as  re l e van t.  

H AZARD S  i n h e re n t i n  th e  i n ten d ed  p h ys i ol o g i ca l  fu n cti o n  of M E  E Q U I P M E N T  or M E  S YS TE M S  
wi th i n  th e  s co p e  of th i s  d ocu m e n t a re  n o t co vere d  b y s p eci fi c  re q u i rem en ts  i n  th i s  d ocu m en t 
exce p t i n  2 0 1 . 1 1  a n d  2 0 1 . 1 0 5 . 3 . 3 ,  as  we l l  as  7 . 2 . 1 3  a n d  8 . 4 . 1  of I E C  6 0 6 0 1 -1 : 2 0 0 5.  

N O TE  2  S e e  a l s o  4 . 2  o f I E C  6 0 6 0 1 -1 : 2 0 0 5  a n d  I E C  6 0 6 0 1 - 1 : 2 0 0 5 /AM D 1 : 2 0 1 2 .  

201 .1 . 2  Object  

Replacement:  

Th e obj ect of th i s  p arti cu l ar s tan d ard  i s  to  es ta b l i s h  p arti cu l ar B AS I C  S AF E TY  an d  E S S E N TI AL 

P E RF O RM AN CE  re q u i rem e n ts  for a n  AU TO M ATE D  S P H YG M O M AN O M E TE R  as  d e fi n e d  i n  2 0 1 . 3 . 2 0 1 .   

_____________ 

2 Th e  g e n e ra l  s ta n d a rd  i s  I E C 6 0 6 0 1 - 1 : 2 0 0 5  a n d  I E C  6 0 6 0 1 - 1 : 2 0 0 5 /AM D 1 : 2 0 1 2 ,  Medical electrical equipment – 
Part 1 :  General requirements for basic safety and essential performance .  

AS 80601.2.30:2018

© Standards Australia Limited 2018

Full document details: AS 80601.2.30-2018

http://avadocuments2026.com/doc/as-80601-2-30-2018
http://avadocuments2026.com/doc/as-80601-2-30-2018


I EC 80601 -2-30: 201 8  © I EC  201 8  – 9  –  

201 .1 .3  Col lateral  standards  

Addition:  

This  particu lar standard  refers  to  those  appl icable  col lateral  standards  that are  l i s ted  i n  
Clause  2  of the  general  s tandard  and  Clause  201 . 2  of th is  particu lar standard .  

I EC 60601 -1 -2 ,  I EC 60601 -1 -6,  I EC 60601 -1 -1 0,  I EC  60601 -1 -1 1  and  I EC 60601 -1 -1 2  appl y 
as  mod i fied  in  C lauses  202,  206,  21 0 ,  21 1  and  21 2  respectivel y.  I EC  60601 -1 -3  [3]  does  not 
appl y.  Al l  other publ ished  col l atera l  standards  in  the  I EC  60601 -1  series  appl y as  
publ ished  [1 ]  [4] .  

201 .1 .4  Particu lar standards  

Replacement:  

I n  the  I EC  60601  series ,  particu lar standards  may mod ify,  replace  or delete  requ irements  
con tained  i n  the  general  standard  and  col latera l  standards  as  appropriate  for the  particu lar 
ME  EQUIPMENT  u nder cons ideration ,  and  may add  other BASIC SAFETY  and  ESSENTIAL  

PERFORMANCE  requ i rements.  

A requ irement of a  particu lar standard  takes  priori ty over the  general  s tandard .  

For brevi ty,  I EC  60601 -1 : 2005 and  I EC 60601 -1 : 2005/AMD1 :201 2  are  referred  to  in  th is  
particu lar standard  as  the  general  s tandard .  Col l ateral  standards  are  referred  to  by their 
document number.  

The  numbering  of clauses  and  subclauses  of th i s  particu lar s tandard  corresponds  to  that  of 
the  general  standard  wi th  the  prefix "201 "  (e. g .  201 . 1  i n  th is  document addresses  the  content 
of C lause  1  of the  general  standard)  or appl icable  col lateral  standard  wi th  the  prefix "20x",  
where  x i s  the  fi nal  d i g i t(s)  of the  col l ateral  s tandard  document number (e. g .  202. 4  i n  th is  
particu lar standard  addresses  the  content of Clause  4  of the  I EC 60601 -1 -2  col lateral  
standard ,  203.4  i n  th is  particu lar standard  addresses  the  con tent  of C lause  4  of the  
I EC 60601 -1 -3  col lateral  standard ,  etc. ) .  The  changes  to  the  text of the  general  standard  are  
speci fied  by the  use  of the  fol lowing  words:  

"Replacement"  means  that  the  clause  or subclause  of the  general  standard  or appl icable  
col l ateral  s tandard  is  replaced  complete l y by the  text  of th is  particu lar s tandard .  

"Add i ti on "  means  that  the  text of th is  particu lar s tandard  i s  add i ti onal  to  the  requ i rements  of 
the  general  s tandard  or appl icable  col latera l  standard .  

"Amendment"  means  that the  clause  or subclause  of the  general  s tandard  or appl icable  
col l ateral  s tandard  i s  amended  as  i nd icated  by the  text of th is  particu lar s tandard .  

Subclauses,  figures  or tables  wh ich  are  add i tional  to  those  of the  general  standard  are  
numbered  starti ng  from  201 . 1 01 .  However,  due  to  the  fact that defi n i ti ons  i n  the  general  
standard  are  numbered  3. 1  th rough  3 . 1 47,  add i tional  defin i tions  i n  th is  document are  
numbered  beg inn ing  from  201 . 3. 201 .  Add i ti onal  annexes  are  lettered  AA,  BB,  etc. ,  and  
add i tional  i tems  aa) ,  bb) ,  e tc.  

Subclauses,  figures  or tab les  wh ich  are  add i tional  to  those  of a  co l l ateral  s tandard  are  
numbered  starti ng  from  20x,  where  "x"  i s  the  number of the  col l ateral  s tandard ,  e . g .  202  for 
I EC 60601 -1 -2,  203  for I EC  60601 -1 -3,  e tc.  

The  term  " th is  document"  i s  used  to  make reference  to  the  general  s tandard ,  any appl icable  
col lateral  s tandards  and  th is  particu lar standard  taken  together.  
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Where  there  i s  no  correspond ing  clause  or subclause  i n  th is  particu lar standard ,  the  clause  or 
subclause  of the  general  s tandard  or appl icable  col latera l  s tandard ,  a l though  poss ib l y not 
re levant,  appl ies  wi thou t mod i fication ;  where  i t  i s  in tended  that any part  of the  general  
standard  or appl icable  col l ateral  s tandard ,  a l though  poss ibl y re levant,  i s  not to  be  appl ied ,  a  
statement to  that  effect i s  g i ven  in  th is  particu lar standard .  

201 .2  Normative references  

NOTE  I n formative  references  are  l i s ted  i n  the  b ib l i og raphy beg inn ing  on  page  54.  

Clause  2  of the  general  s tandard  appl ies,  except as  fol l ows:  

Replacement:  

I EC 60601 -1 -2 :201 4 ,  Medical electrical equipment – Part 1 -2:  General requirements for basic 
safety and essential performance – Collateral Standard: Electromagnetic disturbances – 
Requirements and tests  

I EC  60601 -1 -6: 201 0,  Medical electrical equipment – Part 1 -6:  General requirements for basic 
safety and essential performance – Collateral standard:  Usability 

I EC 60601 -1 -6 :201 0/AMD 1 : 201 3  

Addition:  

I EC 60068-2-27: 2008,  Environmental testing – Part 2-27: Tests – Test Ea and guidance:  
Shock 

I EC 60068-2-64: 2008,  Environmental testing – Part 2-64: Tests – Test Fh:  Vibration,  broad-
band random and guidance 

I EC 60601 -1 : 2005,  Medical electrical equipment – Part 1 :  General requirements for basic 
safety and essential performance  

I EC  60601 -1 : 2005/AMD  1 : 201 2  

IEC 60601 -1 -1 0: 2007,  Medical electrical equipment – Part 1 -10: General requirements for 
basic safety and essential performance  – Collateral Standard: Requirements for the 
development of physiologic closed-loop controllers 

I EC 60601 -1 -1 1 : 201 5,  Medical electrical equipment – Part 1 -11 : General requirements for 
basic safety and essential performance – Collateral Standard: Requirements for medical 
electrical equipment and medical electrical systems used in  the home healthcare environment 

IEC 60601 -1 -1 2: 201 4 ,  Medical electrical equipment – Part 1 -12: General requirements for 
basic safety and essential performance – Collateral Standard: Requirements for medical 
electrical equipment and medical electrical systems intended for use  in  the  emergency 
medical services environment 

I EC 60601 -2-2 :201 7,  Medical electrical equipment – Part 2-2: Particular requirements for the 
basic safety and essential performance of high frequency surgical equipment and high 
frequency surgical accessories 

I EC 62366-1 : 201 5,  Medical devices – Part 1 :  Application of usability engineering to medical 
devices 

IEC 80369-5: 201 6,  Small-bore connectors for liquids and gases in  healthcare applications – 
Part 5: Connectors for limb cuff inflation  applications 
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I S O  8 0 3 6 9 -1 : — 3,  Small-bore connectors for liquids and gases in  healthcare applications –Part 
1 :  General requirements 

I S O  8 1 0 6 0 -2 : 2 0 1 3 ,  Non-invasive sphygmomanometers – Part 2: Clinical investigation of 
automated measurement type  

201 .3  Terms and  defin i tions  

F or th e  p u rp os e s  of th i s  d ocu m en t,  th e  te rm s  an d  d efi n i ti o n s  g i ven  i n  I E C  6 0 6 0 1 -1 ,  
I E C  6 0 6 0 1 - 1 -8 ,  I E C  6 0 6 0 1 -2 -2 : 2 0 1 7  a n d  I E C  6 2 3 6 6 -1 : 2 0 1 5  an d  th e  fo l l o wi n g  a pp l y.   

I S O  a n d  I E C  m ai n ta i n  term i n o l o g i ca l  d a ta b as es  for u s e  i n  s tan d ard i za ti on  a t  th e  fo l l o wi n g  
ad d res s es :  

•  I E C  E l ectro pe d i a :  a va i l a b l e  at  h ttp : //www. e l ectro pe d i a . org /  

•  I S O  O n l i n e  bro ws i n g  p l a tform :  a va i l a b l e  a t h ttp : //www. i s o . org /o bp  

N O TE  An  i n d e x o f d e fi n e d  te rm s i s  fou n d  b e g i n n i n g  on  p a g e  5 6 .  

Addition:  

201 .3.201  
AUTOMATED SPHYGMOMANOMETER  
M E  E Q U I P M E N T  u s e d  for th e  n o n - i n va s i ve  es ti m ati on  of th e  B L O O D  P RE S S U RE  b y u ti l i zi n g  a n  
i n fl a tab l e  C U F F ,  a  P RE S S U RE  TRAN S D U C E R ,  a  va l ve  for d efl a ti o n ,  an d /or d i s p l a ys  u s e d  i n  
con j u n cti on  wi th  a u tom ati c m eth od s  for d e term i n i n g  B L O O D  P RE S S U RE  

N ote  1  to  e n try:  C om p o n e n ts  o f a n  AU TO M ATE D  S P H YG M O M AN O M E TE R  i n cl u d e  m a n o m e te r,  C U F F ,  va l ve  fo r d e fl a ti o n  
( ofte n  i n  com b i n a ti o n  wi th  th e  va l ve  fo r ra p i d l y e xh a u s ti n g  th e  P N E U M ATI C  S YS TE M ) ,  p u m p  for i n fl a ti on  o f th e  
B L AD D E R ,  a n d  con n e cti o n  tu b i n g .   

201 .3.202  
CUFF  

part of th e  AU TO M ATE D  S P H YG M O M AN O M E TE R  th a t i s  wrap p ed  aro u n d  th e  l i m b  of th e  P ATI E N T  

N ote  1  to  e n try:  A C U F F  u s u a l l y com p ri s e s  a  B L AD D E R  a n d  a n  i n e l a s ti c  p a rt  th a t  e n cl o s e s  th e  B L AD D E R ,  o r h a s  a n  
i n te g ra l  B L AD D E R  ( i . e . ,  th e  C U F F ,  i n cl u d i n g  th e  B L AD D E R ,  i s  o n e  p i e ce ).  

[S O U RC E :  I S O  8 1 0 6 0 - 1 : 2 0 0 7  [2 ] ,  3 . 5 ,  m od i fi e d  – I n  th e  d e fi n i ti o n ,  "n o n - au tom ate d "  h a s  b ee n  
rep l aced  b y " a u tom ated " ,  a n d  i n  th e  N ote  1  to  e n try " m i g h t com pri s e "  h a s  b e e n  re p l ace d  b y 
" u s u a l l y com pri s es ". ]  

201 .3.203  
DETERMINATION  
DETERMINATION  VALUE  

res u l t  of th e  P RO CE S S  of es ti m ati n g  B LO O D  P RE S S U RE  b y th e  AU TO M ATE D  S P H YG M O M AN O M E TE R  

201 .3.204 
DIASTOLIC  BLOOD PRESSURE  
DIASTOLIC  BLOOD PRESSURE VALUE  

m i n i m u m  va l u e  of th e  B L O O D  P RE S S U RE  as  a  re s u l t  of re l a xati on  of th e  s ys te m i c ve n tri cl e  

N ote  1  to  e n try:  B e ca u s e  o f h yd ros ta ti c  e ffe cts ,  th i s  va l u e  s h ou l d  b e  d e te rm i n e d  wi th  th e  C U F F  a t  th e  l e ve l  o f th e  
h e a rt.  

_____________ 

3  U n d e r p re p a ra ti o n .  S ta g e  a t  th e  ti m e  o f p u b l i ca ti o n :  I S O /F D I S  8 0 3 6 9 - 1 : 2 0 1 7 .  
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201 .3.205  
LONG-TERM  AUTOMATIC  MODE  
m od e i n  wh i ch  a  t i m er,  s e t  b y th e  O P E RAT O R,  i n i ti a tes  m u l ti p l e  D E TE RM I N ATI O N S  

201 .3.206  
MEAN  ARTERIAL PRESSURE   
MEAN  ARTERIAL PRESSURE  VALUE  
va l u e  of th e  i n te g ra l  of o n e  h e artbe a t cycl e  of th e  B L O O D  P RE S S U RE  cu rve  d i vi d e d  b y th e  ti m e  
of th at  cycl e  

N ote  1  to  e n try:  B e ca u s e  of h yd ro s ta ti c  e ffe cts ,  th i s  va l u e  s h o u l d  b e  d e te rm i n e d  wi th  th e  tra n s d u ce r a t  th e  l e ve l  of 
th e  h e a rt.  

201 .3.207  
NEONATAL MODE  

m od e of AU TO M ATE D  S P H YG M O M AN O M E TE R  for u s e  wi th  n e o n a tes  or i n fa n ts  

N ote  1  to  e n try:  T h e  a p p ro xi m a te  a g e  ra n g e  for a  n e wb orn  (n e on a te )  i s  fro m  b i rth  to  1  m on th  [5 ]  [6 ] .  

N ote  2  to  e n try:  T h e  a p p ro xi m a te  a g e  ra n g e  fo r a n  i n fa n t  i s  from  1  m on th  to  2  ye a rs  [5 ]  [6 ] .  F or th e  p u rp o s e s  o f 
th i s  d o cu m e n t,  u p  to  3  ye a rs  o f a g e  a re  co n s i d e re d  i n fa n ts  (s e e  I S O  8 1 0 6 0 -2 : 2 0 1 3 ,  6 . 1 . 3 ) .   

N o te  3  to  e n try:  T h e  N E O N AT AL  M O D E  i s  u s e d  to  l i m i t  th e  m a xi m u m  p re s s u re  to  1 5 0  m m H g  a n d  fre q u e n tl y  h a s  a  
d i ffe re n t  a l g o ri th m  fro m  o th e r m o d e s  i n te n d e d  fo r ol d e r P ATI E N TS .  

201 .3.208  
NON -AUTOMATED SPHYGMOMANOMETER  
M E  E Q U I P M E N T  u s e d  for th e  n o n - i n va s i ve  es ti m ati on  of th e  B L O O D  P RE S S U RE  b y u ti l i zi n g  a n  
i n fl a tab l e  C U F F  wi th  a  p res s u re-s e n s i n g  el em en t,  a  val ve  fo r d efl a ti o n ,  a n d  d i s pl a y u s e d  i n  
con j u n cti on  wi th  a  s te th o s cop e  or o th e r m an u a l  m eth od s  for es ti m a ti n g  B LO O D  P RE S S U RE  

N ote  1  to  e n try:  C o m p o n e n ts  o f th e s e  i n s tru m e n ts  i n cl u d e  m a n om e te r,  C U F F ,  va l ve  fo r d e fl a ti o n  (o fte n  i n  
com b i n a ti on  wi th  th e  va l ve  fo r ra p i d l y e xh a u s ti n g  th e  P N E U M ATI C  S YS TE M ),  h a n d  p u m p  or e l e ctro-m e ch a n i ca l  p u m p 
for i n fl a ti o n  o f th e  B L AD D E R ,  a n d  c on n e cti o n  tu b i n g .  A N O N - AU T O M AT E D  S P H YG M O M AN O M E T E R  ca n  a l s o  con ta i n  
e l e ctro -m e ch a n i ca l  co m p o n e n ts  for p re s s u re  co n trol .  

[S O U RC E :  I S O  8 1 0 6 0 - 1 : 2 0 0 7  [2 ] ,  3 . 1 1 ,  m od i fi e d  – Th e  d efi n i ti o n  a n d  th e  n o te  to  e n try h a ve 
be e n  re ph ras e d . ]  

201 .3.209  
PATIENT SIMULATOR  
eq u i pm e n t for s i m u l a ti n g  th e  os ci l l om etri c  C U F F  p u l s es  an d /or a u s cu l ta tory s i g n al s  d u ri n g  
i n fl ati on  a n d  d efl ati on  

N ote  1  to  e n try:  T h i s  e q u i p m e n t  i s  n o t  u s e d  fo r te s ti n g  a ccu ra cy b u t  i s  u s e d  i n  a s s e s s i n g  s ta b i l i ty of p e rfo rm a n ce .  

201 .3.21 0  
PNEUMATIC  SYSTEM  
p art of th e  AU TO M ATE D  S P H YG M O M AN O M E TE R  th at  i n cl u d e s  a l l  p res s u ri ze d  an d  p res s u re-
con trol l i n g  com pon e n ts  

E XAM P L E S  C U F F ,  tu b i n g ,  co n n e cto rs ,  va l ve s ,  P RE S S U RE  T R AN S D U C E R  a n d  p u m p .  

[S O U RC E :  I S O  8 1 0 6 0 - 1 : 2 0 0 7  [2 ] ,  3 . 1 6 ,  m od i fi e d  – I n  th e  d efi n i ti o n ,  re p l acem en t of " n o n  
au tom ate d "  b y " a u tom a te d ",  a n d  i n  th e  exa m pl es ,  ad d i ti o n  of "pres s u re " . ]  

201 .3.21 1  
PRESSURE  TRANSDUCER  

com pon e n t th at  tra n s form s  s en s e d  p res s u re  i n to  an  el ectri ca l  s i g n a l  
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201 .3.21 2  
PROTECTION  DEVICE  
part of ME  EQUIPMENT  that,  wi thout i n terven tion  by the  OPERATOR,  protects  the  PATIENT  from  
hazardous  output  due  to  i ncorrect del i very of energy or substances  

201 .3.21 3  
SELF-MEASUREMENT AUTOMATIC  MODE  
mode of AUTOMATED  SPHYGMOMANOMETER  that i s  manual l y i n i tiated  and  overseen  by the  
OPERATOR  and  i n  wh ich  a  l im i ted  number of repeated  DETERMINATIONS  are  made over a  fin i te  
period  

201 .3.21 4  
*  SHORT-TERM  AUTOMATIC  MODE  
mode of AUTOMATED SPHYGMOMANOMETER  that  i s  manual l y i n i ti ated  by the  OPERATOR  and  i n  
wh ich  rapid  repeti ti ve  au tomatic  DETERMINATIONS  a re  made  wi th in  a  speci fied  time period  

201 .3.21 5  
SYSTOLIC  BLOOD PRESSURE   
SYSTOLIC  BLOOD PRESSURE  VALUE  

maximum  value  of the  BLOOD PRESSURE  as  a  resu l t of the  con traction  of the  system ic ven tricle  

Note  1  to  en try:  Because  of hyd rostati c  effects,  th i s  va l ue  shou ld  be  determ ined  wi th  the  CUFF  a t  the  l evel  of the  
heart.  

201 .4  General  requirements  

Clause  4  of the  general  s tandard  appl ies,  except as  fol l ows:  

201 .4.3  ESSENTIAL PERFORMANCE  

Additional subclause:  

201 .4.3. 1 01  Add i tional  ESSENTIAL PERFORMANCE  requ i rements  

Add i ti onal  ESSENTIAL  PERFORMANCE  requ irements  for an  AUTOMATED SPHYGMOMANOMETER  are  
found  in  the  subclauses  l i sted  i n  Table  201 . 1 01 .  

Table  201 . 1 01  – Distributed  ESSENTIAL PERFORMANCE  requ i rements  

Requ i rement  Subclause  

Electrosurgery i n terference  recovery 202. 8. 1 01  

Lim i ts  of the  error of the  manometer a ,   

or generati on  of a  TECHN ICAL  ALARM  CONDI TI ON  

201 . 1 2. 1 . 1 02   

201 . 1 1 . 8. 1 02  
201 . 1 2. 1 . 1 01   

Reproducibi l i ty of the  BLOOD  PRESSURE  DETERMINATION  and  

l ow and  h i gh  BLOOD  PRESSURE  PHYSIOLOGICAL  ALARM  CONDI TIONS  ( i f 
provi ded ),   

or generati on  of a  TECHN ICAL  ALARM  CONDI TI ON  

201 . 1 2. 1 . 1 07   

201 . 1 2. 3. 1 01  
 

201 . 1 1 . 8. 1 02  
201 . 1 2. 1 . 1 01   

a  202 . 8. 1 . 1 01  d )  i n d icates  methods  of eval uati ng  l im i ts  of the  error of the  manometer as  
acceptance  cri teri a  fo l l owi ng  speci fi c  tests  requ i red  by th i s  d ocument.  

 

201 .5  General  requirements  for testing  ME  EQUIPMENT  

Clause  5  of the  general  s tandard  appl ies.  
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201 .6  Classi fication  of ME  EQUIPMENT  and  ME  SYSTEMS  

Clause  6  of the  general  s tandard  appl ies .  

201 .7  ME  EQUIPMENT  i denti fication,  marking  and  documents  

Clause  7  of the  general  s tandard  appl ies,  except as  fol l ows:  

201 .7.2  Marking  on  the  outside of ME  EQUIPMENT  or ME  EQUIPMENT  parts  

201 .7 .2.4  *  ACCESSORIES  

Addition:  

A CUFF  shal l  be  marked  wi th  an  i nd ication  of the  correct  pos i tion ing  for the  CUFF  on  the  
des ignated  l imb over the  artery.   

Additional subclauses:  

201 .7.2. 1 01  Display of AUTOMATED SPHYGMOMANOMETERS  

I f abbreviations  are  used  on  the  d isp lay,  they shal l  be  as  fol l ows:  

– "S"  or "SYS"  for the  va lue  of SYSTOLIC BLOOD PRESSURE ;  

– "D"  or "DIA"  for the  va lue  of DIASTOLIC BLOOD PRESSURE ;  

–  "M"  or "MAP"  for the  va lue  of MEAN  ARTERIAL PRESSURE .  

S ing le  l etter abbreviations  shal l  be  pos i tioned  i n  such  a  way as  to  avoid  confusion  wi th  
SI  un i ts.  

The  numerical  step  of BLOOD PRESSURE  read ings  shal l  be  1  mmHg  or 0 , 1  kPa.   

201 .7.2. 1 02  *  AUTOMATED SPHYGMOMANOMETER  wi th  NEONATAL MODE  

I f an  AUTOMATED SPHYGMOMANOMETER  i s  i n tended  for use  wi th  neonata l  PATIENTS  and  other 
PATIENTS ,  i t  shou ld  have  means  for detecti ng  that a  CUFF  i n tended  for use  wi th  a  neonatal  
PATIENT  i s  connected  to  the  AUTOMATED SPHYGMOMANOMETER  and  means  for au tomatical l y 
p lacing  the  AUTOMATED SPHYGMOMANOMETER  i n  NEONATAL MODE  when  such  a  CUFF  i s  present.  
I f these  means  are  not present,  the  i nstructions  for use  shal l  describe  the  method  for pl acing  
the  AUTOMATED SPHYGMOMANOMETER  i n to  NEONATAL MODE  and  i nclude  a  warn ing  statement 
describ ing  the  RISKS  associated  wi th  us ing  other than  the  NEONATAL MODE  on  a  neonatal  
PATIENT.  

Al l  ACCESSORIES  i n tended  for use  on l y i n  the  NEONATAL MODE  and  where  the  use  in  other 
modes  resu l ts  i n  an  unacceptable  RISK  sha l l  be  marked  for neonata l  use  on l y.   

201 .7.2. 1 03  *  AUTOMATED SPHYGMOMANOMETER  i n tended  for sel f-use in  publ ic areas  

I f the  AUTOMATED SPHYGMOMANOMETER  i s  i n tended  for se l f-use  in  publ ic  areas,  i t  shal l  be  
marked  on  the  USER I NTERFACE  wi th  the  fol lowing :  

a)  precautions  for use,  i ncl ud ing  a  statement concern ing  the  need  to  consu l t  a  phys ician  for 
i n terpretation  of BLOOD PRESSURE  va lues;  

b)  adequate  operating  i nstructions;  and  

c)  th is  sphygmomanometer compl ies  wi th  I EC 80601 -2-30: 201 7.  
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EXAMPLES  Sel f-measu rement  station  i n  a  pharmacy,  fi tness  cen tre,  workplace  i n tended  for use  by the  general  
popu lati on  wi thout  profess ional  ass i stance.  

I f i n tended  for use  wi th  a  s ing le  CUFF  s i ze,  the  AUTOMATED SPHYGMOMANOMETER  sha l l  be  
marked  on  the  USER I NTERFACE  wi th  the  fol lowing :  

d )  the  range  of arm  ci rcumference for wh ich  the  CUFF  i s  i n tended  – speci fical l y m in imum  and  
maximum  upper arm  (m idpoin t)  ci rcumference  th resholds  i n  centimetres  and  in  inches;  
and  

e)  a  statement to  the  effect that resu l ts  m igh t not be  accurate  i f your arm  is  ou ts ide  speci fied  
ci rcumference range.  

201 .7.2. 1 04  *  Component  replacement  

I f a  componen t can  be  replaced  by the  OPERATOR  or SERVICE  PERSONNEL ,  and  i f replacement 
cou ld  affect  the  BASIC SAFETY  or  ESSENTIAL  PERFORMANCE  o f the  AUTOMATED  

SPHYGMOMANOMETER,  the  AUTOMATED SPHYGMOMANOMETER  or the  component shal l  be  marked  
wi th  e i ther a  caution  to  the  effect that substi tu tion  of a  component d i fferent from  that suppl ied  
m ight  resu l t i n  measurement error,  or wi th  a  safety s ign  I SO  701 0-M002  (see  
IEC 60601 -1 : 2005,  Table  D .2 ,  safety s i gn  1 0) .  

EXAMPLES  CUFF ,  m icrophone,  connection  tube,  external  power suppl y  

201 .7.2. 1 05  Disposal  

The AUTOMATED SPHYGMOMANOMETER  and  i ts  parts  shal l  be  marked  wi th  regard  to  d isposal ,  as  
appropriate,  i n  accordance wi th  national  or reg ional  regu lations.   

NOTE  See  al so  I EC 60601 -1 -9  [4 ] .  

201 .7.9.2  Instructions  for use  

201 .7.9.2. 1  General  

Replacement of the first three dashed items: 

– the  use  of the  AUTOMATED SPHYGMOMANOMETER  as  i n tended  by the  MANUFACTURER,  and  i n  
particu lar:  

1 )  i n tended  med ical  i nd ication ;   

EXAMPLE  1  Cond i ti on (s)  or d i sease(s)  to  be  screened  for,  mon i tored ,  treated ,  d i agnosed ,  or prevented .  

2)  any known  restrictions  on  use  or con traind ication(s)  to  the  use  of the  AUTOMATED  

SPHYGMOMANOMETER;  

EXAMPLE  2  AUTOMATED  SPHYGMOMANOMETER  for use  i n  an  ambu lance  or hel i copter,  for u se  i n  the  HOME  

HEALTHCARE  ENVIRONMENT ,  for use  wi th  neonatal  or pre-ecl amptic  PATIENTS .  

3)  i n tended  PATIENT  popu lation ,  i nclud ing  whether or not the  AUTOMATED 

SPHYGMOMANOMETER  i s  i n tended :  

i )  for use  wi th  neonatal  PATIENTS ,   

i i )  for use  wi th  pregnant,  i nclud ing  pre-eclamptic,  PATIENTS ;   

EXAMPLE  3  Age,  we ight,  reg i on  of body,  heal th ,  cond i ti on  or d i agnos is .  

4)  i n tended  placement of the  CUFF ;  and  

5)  i n tended  cond i tions  of use;  

EXAMPLE  4  Envi ronment,  i ncl ud i ng  hyg i en ic,  requ i rements,  frequency of use,  l ocation ,  mobi l i ty.  

– the  frequentl y used  functions;  

– the  perm issible  envi ronmental  cond i tions  of use,  i nclud ing  at  l east a  temperature  range  of 
1 0  °C  to  40  °C  wi th  a  relative  hum id i ty range  of 1 5  %  to  85  %  (non-condensing) .   
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201 .7.9.2.2  Warning  and  safety notices  

Addition,  following the note:  

Th e i n s tru cti o n s  for u s e  s h a l l  i n cl u d e  a  warn i n g :  

aa)  reg a rd i n g  th e  effect of b l oo d  fl o w i n terferen ce  a n d  res u l ti n g  h arm fu l  i n j u ry to  th e  P ATI E N T  
cau s e d  b y co n ti n u o u s  CU F F  pres s u re  d u e  to  con n e cti o n  tu b i n g  ki n ki n g ;   

bb)  i n d i cati n g  th at  too  fre q u e n t m eas u rem e n ts  can  ca u s e  i n j u ry to  th e  P ATI E N T  d u e  to  b l o o d  
fl o w i n terferen ce ;   

cc)  re g ard i n g  th e  ap p l i ca ti o n  of th e  C U F F  o ve r a  wo u n d ,  as  th i s  ca n  ca u s e  fu rth e r i n j u ry;   

d d )  reg ard i n g  th e  a p pl i cati on  of th e  C U F F  a n d  i ts  pres s u ri za ti on  o n  a n y l i m b wh ere  
i n tra vas cu l ar a cces s  or th era p y,  or a n  arteri o- ve n o u s  ( A- V)  s h u n t i s  p res en t b ecau s e  of 
tem porary i n terfere n ce wi th  b l o od  fl o w a n d  co u l d  res u l t i n  i n j u ry to  th e  P ATI E N T;  

ee)  re g ard i n g  th e  a p pl i cati o n  of th e  C U F F  a n d  i ts  p re s s u ri za ti o n  o n  th e  arm  o n  th e  s i d e  of a  
m as te ctom y or l ym ph  n o d e  cl e aran ce ;  

ff)  reg ard i n g  th e  i n form ati o n  th a t pre s s u ri za ti on  of th e  C U F F  can  tem p ora ri l y ca u s e  l os s  of 
fu n cti o n  of s i m u l ta n e o u s l y u s e d  m on i tori n g  M E  E Q U I P M E N T  on  th e  s a m e l i m b ;  

g g )  reg a rd i n g  th e  n e ed  to  ch eck (for exam pl e,  b y o b s erva ti o n  of th e  l i m b con cern e d )  th a t 
op erati on  of th e  AU TO M ATE D  S P H YG M O M AN O M E TE R  d o es  n o t res u l t i n  prol o n g e d  i m pai rm e n t 
of th e  ci rcu l a ti o n  of th e  b l oo d  of th e  P ATI E N T.  

201 .7.9.2.5  ME  EQUIPMENT  d escription  

Addition,  after the third dashed item in the  first paragraph:  

– a  d es cri p ti o n  of th e  o perati n g  pri n ci p l es  of th e  AU TO M ATE D  S P H YG M O M AN O M E TE R;  an d  

– RATE D  ra n g e s  of th e  D E TE RM I N ATI O N .  

201 .7.9.2.9  Operating  instructions  

Addition:  

Th e i n s tru cti o n s  for u s e  s h a l l  co n ta i n  th e  fol l o wi n g  i n form ati o n :  

aa )  an  exp l an a ti o n  of th e  s e l ecti on  of a  s u i tab l y s i ze d  C U F F  a n d  th e  a pp l i cati on  of th e  C U F F  to  
th e  P ATI E N T ;   

b b)  an  expl a n a ti o n  of th e  o pe ra ti n g  s te ps  n e e d e d  to  o bta i n  accu rate  ro u ti n e  re s ti n g  B L O O D  

P RE S S U RE  val u e s  fo r th e  con d i ti o n  h yp erte n s i o n  [7 ]  [8 ]  [9 ]  [1 0 ]  [1 1 ] ,  i n cl u d i n g :  

1 )  ad j u s tm en t of th e  pres s u re  re d u cti o n  ra te ,  i f a pp l i ca b l e :   

2 )  P ATI E N T  p os i ti on  i n  N O RM AL U S E ,  i n cl u d i n g :   

i )  com forta bl y s ea te d ,  

i i )  l e g s  u n cros s e d ,  

i i i )  fee t fl at  on  th e  fl o or,  

i v)  b ack an d  arm  s u pp orte d ,  a n d  

v)  m i d d l e  of th e  C U F F  a t  th e  l e ve l  of th e  ri g h t  a tri u m  of th e  h eart;  

3 )  a  recom m en d a ti o n  th a t th e  P ATI E N T  re l ax as  m u ch  as  p os s i bl e  a n d  n ot ta l k d u ri n g  th e  
m eas u rem en t P RO C E D U RE ;   

4 )  a  recom m en d ati on  th at 5  m i n  s h ou l d  e l a ps e  b efore  th e  fi rs t  rea d i n g  i s  ta ke n ;  

5 )  O P E RATO R  p os i ti o n  i n  N O RM AL U S E ;   

cc)  an  exp l an ati o n  th at  a n y B LO O D  P RE S S U RE  rea d i n g  can  b e  affecte d  b y th e  m eas u re m en t s i te ,  
th e  p os i ti o n  of th e  P ATI E N T  (s ta n d i n g ,  s i tti n g ,  l yi n g  d o wn )  [1 2 ] ,  exerci s e ,  o r th e  P ATI E N T ' S  
p h ys i o l o g i c co n d i ti o n ;  
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dd )  detai ls  of what the  OPERATOR  shou ld  do  i f unexpected  read ings  are  obtained ;  

ee)  detai ls  of the  envi ronmenta l  or operational  factors  wh ich  can  affect  the  performance of the  
AUTOMATED SPHYGMOMANOMETER  and/or i ts  BLOOD PRESSURE  read ing  (e. g .  common  
arrhythm ias  such  as  atrial  or ven tricu lar premature  beats  or atrial  fibri l l ation ,  arteria l  
scleros is ,  poor perfus ion ,  d iabetes,  age,  pregnancy,  pre-eclampsia ,  renal  d iseases,  
PATIENT  motion ,  trembl ing ,  sh ivering)  [1 3]  [1 4 ]  [1 5] ;  

ff)  a  statement,  i f appl icable,  that the  performance  of the  AUTOMATED SPHYGMOMANOMETER  
can  be  affected  by extremes  of temperature,  hum id i ty and  al ti tude;  

gg)  i f appl icable,  an  explanation  of the  need  to  avoid  compress ion  or restriction  of the  
connection  tubing ;  and  

hh)  the  RATED  range  of CUFF  pressure.  

201 .7.9.2. 1 3  *  Main tenance  

Addition,  after the second paragraph:  

I f the  AUTOMATED SPHYGMOMANOMETER  i s  i n tended  to  be  d ismantled  by the  OPERATOR,  the  
i nstructions  for use  shal l  i nd icate  the  correct method  of reassembly.   

I f the  BLADDER  can  be  i ncorrectl y i nserted  i n to  the  i ne lastic part  of the  CUFF  (e. g .  after 
cl ean ing) ,  the  CUFF  or the  instructions  for use  shal l  i nclude  a  detai l ed  description  of the  
correct  manner of i nsertion  of the  BLADDER  i n to  the  i ne lastic  part of the  CUFF .   

Additional subclauses: 

201 .7.9.2. 1 01  Compatibi l i ty wi th  HF  SURGICAL EQUIPMENT  

I f the  AUTOMATED SPHYGMOMANOMETER  compl ies  wi th  the  requ irements  of 202. 8 . 1 01 ,  the  
i nstructions  for use  shal l  i ncl ude  a  statement to  the  effect that th is  ME  EQUIPMENT  i s  su i table  
for use  i n  the  presence  of e lectrosurgery.  

I f parts  of the  PRESSURE  TRANSDUCER  or AUTOMATED SPHYGMOMANOMETER  are  provided  wi th  
protecti ve  means  against burns  to  the  PATIENT  when  used  wi th  HF  SURGICAL EQUIPMENT,  such  
means  shal l  be  d rawn  to  the  attention  of the  OPERATOR  i n  the  i nstructions  for use.  I f such  
means  are  absent,  such  parts  shal l  be  i denti fi ed  i n  the  i nstructions  for use.  

201 .7.9.2. 1 02  AUTOMATED SPHYGMOMANOMETERS  for use  in  NEONATAL MODE  

I f the  AUTOMATED SPHYGMOMANOMETER  i s  equ ipped  wi th  a  NEONATAL MODE ,  the  i nstructions  for 
use  shal l  i nclude:  

a)  the  maximum  pressure  that can  be  appl i ed  by the  AUTOMATED SPHYGMOMANOMETER  to  the  
CUFF  when  i n  NEONATAL MODE ;   

b)  the  range  of BLOOD  PRESSURES  that the  AUTOMATED SPHYGMOMANOMETER  can  
accommodate  when  i n  the  NEONATAL MODE ;  and  

c)  the  ACCESSORIES  that the  MANUFACTURER  recommends  for use  i n  NEONATAL MODE  to  avoid  
errors  and  excess ive  pressure.  

201 .8  Protection  against electrical  HAZARDS  from  ME  EQU IPMENT  

Clause  8  of the  general  s tandard  appl ies ,  except as  fo l l ows:  

201 .8.5.5  DEFIBRILLATION -PROOF APPLIED  PARTS  

Additional subclause:  
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